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ABSTRACT RESULTS

Objective: To evaluate the plaque prevention efficacy of new stannous Demographics:

fluoride (SnF) toothpaste (TheraBreath® Healthy Gums) compared to ®* Ninety-one subjects were screened, randomized, and completed all
commercial sodium fluoride (NaF) control (Crest® Cavity Protection). phases of the study. The two treatment groups showed no statistically
Methodology: A double-blind, randomized, stratified, parallel-design, 2-week significant differences with respect to age and gender

clinical study. At each site visit, subjects reported 12 hours ® Crest® Cavity Protection (n=44): participants had a mean age of 47.3 +
after toothbrushing and 4 hours after eating and drinking. Subjects rinsed 12.6 years (range 25-69); sex: 75% female, 25% male

with a disclosing solution and were evaluated for plaque using the Turesky- ® TheraBreath® Healthy Gums (n=47). participants had a mean age of
Modified-Quigley-Hein Plague Index. After Day-0 baseline evaluation, subjects 44.9%13.6 years (range 19-68); sex: 81% female, 19% male

underwent dental prophylaxis, followed by 2-minute supervised brushing
with their assigned products (TheraBreath, n=47; Crest, n=44). Subjects
brushed in the evening and returned the next day (Day 1) for assessment of

Safety:
No adverse events were observed.

overnight (12-hour) plaque buildup. Subjects then brushed twice daily for 2 Efficacy:

minutes with their assigned products. On Day 14, subjects were re-assessed ®* TheraBreath exhibited statistically significant (p<0.0001) whole-mouth
for overnight plaque levels. plaque prevention efficacy with reductions of 65% on Day 1 and 32% on
Day-14 subject-wise whole-mouth plague scores were the primary endpoint Day 14 relative to the control. See Fig. 2

for treatment comparisons; Day-1 scores and scores from specific mouth * TheraBreath exhibited statistically significant (p<0.0001) plaque
subsets were secondary end points. Statistical analyses employed analysis of prevention efficacy in hard-to-reach areas with reductions of 60%—64%
covariance with baseline scores as covariable for treatment comparisons. on Day 1 and 23%—32% on Day 14 relative to the control. See Fig. 3

Within-treatment comparisons of mean baseline to pre-brushing scores were
conducted using paired t-tests; between-treatment comparisons were

calculated as ratios and percentages. All statistical tests were two-sided
(a=0.05). Fig. 2 Whole-Mouth Plaque Results

Results: Both toothpastes significantly (p<0.001) reduced whole-mouth 3

plague regrowth after 1-day and 14-day use. TheraBreath toothpaste was

significantly (p<0.001) more effective than Crest toothpaste. The whole- «Crest NaF
mouth plaque score for TheraBreath toothpaste was 65% lower than for Crest 2.5

on Day 1 and 32% lower on Day 14; whereas scores in hard-to-reach sites
were 60-64% lower after 1 day and 23—-32% lower after 14 days.

Conclusion: TheraBreath® Healthy Gums toothpaste prevents plaque
accumulation significantly more effectively than Crest® Cavity Protection
toothpaste.
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METHODS

Mean Whole-Mouth Plaque Score

This IRB-approved, randomized, double-blind, parallel study used Soparkar
Modification of Turesky Modification of the Quigley Hein Plaque Index*-3 (PI)

to assess the plague prevention potential of two dentifrices over a 14-day test
period.
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Key Inclusion Criteria: 0

e >18 years of age; generally healthy

« Sufficient maxillary dentition (=18 teeth) with scorable facial and lingual
surfaces

e Mean full-mouth pre-bushing plague score of >2.00 at baseline
evaluation Fig. 3 Hard-To-Reach Areas Comparison

 No advanced periodontal disease, oral pathology, or untreated caries

Baseline Prophy Day 1 Day 14
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Treatment Groups:

 Regular dentifrice: 0.243% NaF (Crest® Cavity Protection) mDayl wDayl4
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Key Study Elements:

e Subjects refrained from oral hygiene (12 hours) and food/drinking (4
hours) before visits CONCLUSIONS

* Oral soft and hard tissue (OSHT) exams and Pl assessments on Days O, 1,
and 14

 Day O included dental prophylaxis and supervised 2-minute brushing with
assigned dentifrice and toothbrush (Oral-B 35, soft, flat trim; Procter &
Gamble, Cincinnati, OH); subjects brushed twice daily at home thereafter

 Compliance verified by supervised brushing, diaries, and toothpaste tubes

weighing REFERENCES

A new toothpaste with SnF, TheraBreath® Healthy Gums, prevents dental
plaque buildup following a professional dental prophylaxis significantly more
effectively than a regular NaF toothpaste, Crest® Cavity Protection.

Clinical Scoring: 1. Quigley GA and Hein JW. Comparing cleansing efficiency of manual and power brushing. JADA. 1962; 65: 26—29.
. 2. Turesky S, Gilmore ND, and Glickman I. Reduced plaque formation by the chlormethyl analogue of Victamine C. J Periodontol. 1970; 41: 41—
* All Pl assessments done by the same examiner 43,

3. Lobene R, Soparkar M, and Newman B. Use of dental floss — effect on plague and gingivitis. Clin Prev Dent. 1982; 4: 5-8.

* Plaque scored using the Pl 0-5 scale!3

Statistical Methods:

e ~45 subjects per group provided 80% power to detect a 10%
between-group difference (a=0.05) Funding for this project provided by Church & Dwight Company, Inc.

* Primary endpoint: Day-14 whole-mouth Pl scores

 Secondary endpoints: Day-1 whole-mouth Pl scores; Day-1 and Day-14
hard-to-reach Pl scores

 ANCOVA with baseline Pl scores as a covariate

REDUCES GUMLINE PLAQUE
@f ~ FOR 24 HOURS
Lu" E h B F a B F B alh Nculrnlir.:s the.suurcz of bad breath
LASTING ™ il
REPIC P nihar
FRESHNESS HEALTHY GUMS S ontaloin
MG

DENTIST FORMULATED TOOTHPASTE

HETHT 4oz 113g)

Presented at the IADR General Session & Exhibition, March 25-28, 2026




	�New Stannous Fluoride Toothpaste �Actively Prevents Dental Plaque Accumulation��William Hooper 1, Joe Vazquez 1,  Garvin Peters 1*, Anthony Cirigliano 1, Oliver Chen 1, Kim Milleman 2, Jeff Milleman 2, Annahita Ghassemi 1�1Church & Dwight Co., Inc., Princeton, NJ, USA, 2Salus Research, Fort Wayne, IN, USA� 

